ECHA 1(5)

EUROPEAN CHEMICALS AGENCY 21 September 2017

2" APCRA Working Meeting
ECHA, Annankatu 18, 00120 Helsinki, Finland

Provisional draft agenda

Time 10-11 October 2017
Place Meeting room Marie Curie

Attendee organisations: Health Canada, NICNAS, ECHA, EFSA, INERIS, RIVM, Japan, South
Korea, ASTAR Singapore, NTP, EPA (ORD and OCSPP), JRC, OECD

Day 1

08:30-09:15 Registration

09:15 - 9:25 Opening (speaker tbc)
09:25 - 9:30 House-keeping issues (Mike Rasenberg)

9:30-10:00 Introduction to the workshop (Bob Kavlock & Mike Rasenberg)
Revisit of the original objectives of APCRA work

Each project is invited to address the following questions:
1. How does the project contribute to the objectives of APCRA?
a. Prioritisation
b. First tier assessment
¢. Full assessment in a weight of evidence approach
d.Replacement (of animal study) for full assessment
e. Classification and labelling

What has been done and what was achieved?

What entities have been involved?

4. Next steps and timelines

W

10:00-10:30 Outline for a project proposal to assess chemicals, using and developing
New Approach Methodologies (NAM)

Tomasz Sobanski (ECHA)

10:30-10:50 Current NTP Efforts in Gene Expression Based Risk Assessment
John Bucher (NTP)

10:50-11:20 Coffee break (provided by ECHA)

11:20-11:50 Duck, duck, goose: Revisiting and updating chemical categorizations
with new approach methods (NAMs)

Daniel Chang (US EPA, OCSPP)

11:50-12:20 Examining the utility of in vitro bioactivity as a conservative point of
departure: A case study
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Katie Paul-Friedman (US EPA, ORD)
12:20-12:50 Triaging exposure data and modeling needs for exogenous chemicals
Kristin Isaacs (US EPA, ORD)
12:50-13:50 Lunch (provided by ECHA)

13:50-14:20 Approaches for multimedia Pb exposure analyses and linkages with
toxicology: An international perspective

Valerie Zartarian (US EPA, ORD)
14:20-14:40 Case study on endocrine disruptors
Philippe Hubert (INERIS)

14:40-15:10 Developing tentative reference doses (tRfDs) based on key in vitro
assays for endocrine disrupting chemicals (EDCs)

Kitae Kim (Seoul National University of Science & Technology)

15:10-15:40 Application of New Approach Methods (NAMs) to inform the human
health toxicity of perfluoroalkylated substances (PFAS)

Lynn Flowers (US EPA, ORD)

15:40-16:00 Coffee break (provided by ECHA)

16:00-16:30 Recent data of nonylphenol effects using OECD TG 240
Taisen Iguchi (Yokohama City University, Japan)

16:30-17:00 A conceptual proposal for developing an in vitro amphibian skin model
for testing chemical and overal progress with the EFSA toxicokinetics
project

Jean-Lou Dorne (EFSA)

17:00-18:00 Discussion on how the projects addressed the objectives of APCRA
and wrap-up of day 1

Bob Kavlock (US EPA) and Mike Rasenberg (ECHA)
18:30 Welcome reception in ECHA

09:00-09:15 Introduction of day 2 (Bob Kavlock & Mike Rasenberg) and
presentations on how regulatory Agencies intend to implement NAMs in
their processes, mid-to long-term vision

09:15-09:30 Australia (Kerry Nugent)
09:30-09:45 Canada (Tara Barton-Maclaren)
09:45-10:00 ECHA (Mike Rasenberg)
10:00-10:15 Japan (Tomoko Aoyagi)
10:15-10:30 OECD (Eeva Leinala)

10:30-10:45 US EPA OCSPP (Nancy Beck)
10:45-11:10 Coffee break (provided by ECHA)
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11:10-13:00 Facilitated break-out groups around themes on how to progress, what is
missing?

Group A - Strategic discussion of data gaps and research needs

Group B - Establishing competence in NAMs application and
standardizing approaches

Group C - Future needs and development for exposure analysis
13:00-14:00 Working Lunch (provided by ECHA)
Case study discussion
- Case study leads and key members to discuss next steps

Case study leads — please contact Tatiana Netzeva if you would
like to have a breakout group discussion over lunch so we can
prepare logistics)

14:00-15:00 Report out from Break-out groups

- Share key messages and action items from breakout group
discussions

- Twenty minutes per break-out group

15:00 - 15:30 Report out from case study discussions

- Share any main updates from lunchtime discussions (if
appropriate)

15:30-16:00 Coffee break (provided by ECHA)
16:00-17:30 Discussion about the future of APCRA

- How to facilitate and coordinate further work (how to coordinate this
worldwide, how to fund it, how to communicate the outcomes;

- How to aggregate specific subtopics (e.g. prioritisation, definitive
hazard assessment, C&L or per endpoints/areas PBT, CMR, ED);

- Defining working groups, which may continue the work after the
workshop

17:30-18:00 Final discussion, meeting summary and closing remarks
18:00 Closure of the meeting
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Break-out Group Assignments

Group A: Strategic discussion of data gaps and research needs
Facilitator - Maurice Whelan

Nancy Beck

John Bucher
Daniel Chang
Taisen Iguchi
Samantha Jones
Kenneth Lee
Lit-Hsin Loo
Katie Paul-Friedman
Rusty Thomas
Maureen Gwinn
Tomoko Aoyagi
Tomasz Sobanski

Group B: Establishing competence in NAMs application and standardizing
approaches

Facilitator — Tina Bahadori

Stan Barone

Tara Barton-Maclaren
Lynn Flowers
Philippe Hubert
Kitae Kim

Jason Lambert
Eeva Leinala

Lidka Maslankiewicz
Cory Strope

Mark Viant

Cindy Woodland
Ruriko Nakamura
Tatiana Netzeva

Group C: Future needs and development for exposure analysis
Facilitator — Jennifer Orme-Zavaleta

Julien Caudeville
Jean-Lou Dorne

Kristin Isaacs

Kiyoung Lee

Kerry Nugent

Valerie Zartarian
Andreas Ahrens
Panagiotis Karamertzanis

Attendee List
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Tomoko aoyagi-tomoko@nite.go.ip

Tina bahadori.tina@epa.gov

Stan barone.stan@epa.gov

Tara tara.bartonmaclaren@hc-sc.gc.ca
Nancy beck.nancy@epa.gov

John bucher@niehs.nih.gov

Daniel chang.daniel@epa.gov

Julien Julien.CAUDEVILLE®@ineris.fr
Jean-Lou Jean-Lou.DORNE@efsa.europa.eu
Lynn Flowers.lynn@epa.gov

Andrea andrea.qgissi@echa.europa.eu
Maureen gwinn.maureen@epa.gov
Philippe Philippe.hubert@ineris.fr

Taisen taiseni@hotmail.co.ip

Kristin Isaacs.kristin@epa.gov
Samantha jones.samantha@epa.gov
Panagiotis panagiotis.karamertzanis@echa.europa.eu
Robert kavlock.robert@epa.gov

Kitae ktkim@seoultech.ac.kr

Jason lambert.jason@epa.gov

Kenneth kenneth lee@bmsi.a-star.edu.sg
Kiyoung cleanair@snu.ac.kr

Eeva Eeva.Leinala@oecd.org

Lit-Hsin loolh@bii.a-star.edu.sg

Lidka Lidka.Maslankiewicz@rivm.nl
Ruriko nakamura-ruriko@nite.go.jp
Tatiana tatiana.netzeva@echa,europa.eu
Kerry kerry.nugent@nicnas.gov.au
Jennifer Orme-Zavaleta.Jennifer@epa.gov
Katie paul-friedman.katie@epa.gov
Mike mike.rasenberg@echa.europa.eu
Tomasz tomasz.sobanki@echa.europa.eu
Cory strope.cory@epa.gov

Rusty thomas.russell@epa.gov

Mark m.viant@bham.ac.uk

Maurice Maurice.Whelan@ec.europa.eu
Cindy cindy.woodland@hc-sc.gc.ca
Valerie Zartarian.Valerie@epa.gov
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